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DETAILED ACTION 

RCE acknowledged 

A request for cx)ntinued examination(RCE) under 37 CFR 1.114, including tlie fee 
set fortli in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/7/2006 has been entered. 

Status of Application 

1 . The petition request filed 6/7/06 for revival satisfied the provisions of 37 CFR 
1.137(b) and thus, the petition is granted and the case is now subjected to be 
examined. 

2. Acknowledgement is made of amendment filed 6/7/06. Upon entering the 
amendment, the claim 1 is amended and the claims 6-7 are canceled. 

3. The claims 1 , 3, 5, 8-9, 12 and 25 are pending and presented for the 
examination. 

Response to Arguments 

4. Applicant's arguments filed 6/7/2006 have been fully considered but they are not 
persuasive for the reasons as follows. 

Specification Obiection and Claim Reiectlons - 35 USC S 1 12(New Matter) 
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The 112 1^', new matter rejection (due to newly added portion witliout support 
from original disclosure) is withdrawn hereafter in view of amendment filed 
6/7/06. 

112 Rejections - I^VScope of Enablement) 

The 112 1*', Scope of Enablement rejection is withdrawn hereafter in view of 
amendment filed 6/7/06. 

132 Declaration and 102/103 rejection 

Applicant filed 132 declaration and argument to overcome 102/103 rejections 
over McKenzle et al(US5976566) and Samour et al(US5976566). However, the 
argument or the declaration under 37 CFR 1 . 1 32 filed 6/7/2006 is insufficient to 
overcome the previously issued rejection based upon teachings and reasons as 
set forth in the last Office action. Summary of the reasons why the argument is 
not persuasive and why the claims are not patentably distinct over the prior art of 
the record are shown below. 

First of all, applicant's arguments do not comply with 37 CFR 1 ; 1 1 1 (c) 
because they do not clearly point out the patentable novelty which he or she 
thinks the claims present in view of the state of the art disclosed by the 
references cited or the objections made. Further, they do not show how the 
amendments avoid such references or objections. 

In his argument or declaration, applicant repeatedly alleges that the 
composition taught in prior art of the record is different from the instant claimed 
composition. However, applicant fails to distinguish how it is different. If the 
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unexpected results are achieved by instantly claimed Invention, applicant sliould 
clearly states what component(s) which is(are) structurally different from prior art 
of the record is(are) responsible for producing different outcome. Since the 
claims are drawn to a composition, if there is(are) difference(s) such as 
unexpected result(clearness, different viscosity, etc) found in applicant's 
instantly claimed composition, the specific structural difference(patentably 
novelty) should be claimed. Since all the critical elements claimed are taught In 
the composition of prior art, the viscosity, or clearness, gel formationi.etc) should 
be considered to be inherent features which is naturally possessed by the 
composition having substantially same ingredlents( claimed vs taught). 

Furthemiore, in response to applicant's argument regarding antimicrobial 
activity, a recitation of the intended use of the claimed invention must result in a 
Structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. 

For instance, both patentee's and applicant's composition require three 
critical elements, which are a lower C1-C4 alcohol(at least 60%), a carbomer(0.1- 
5%), and a sodium hydroxide(see claim 1). If the claimed composition has 
density of at least O.Sg.ml and has a viscosity of from about lOOO.to 65000 
centipoise at 70° F, the composition in patent should have same properties 
unless there is(are) materially different ingredient(s) or elements(s) is(are) 
responsible for different outcome(s). If there is(are) one, applicant should add the 
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ingredient(s) or element(s) into the instant claims to show the novelty of the 
claimed invention. Applicant's arguments fail to comply with 37 CFR 1 .1 1 1 (b) 
because they amount to a general allegation that the claims define a patentable 
invention without specifically pointing out how the language of the claims 
patentably distinguishes them from the references. 

Thus, the rejection is maintained as shown in last office action and the 
claims are properly included in the rejection as before. 

New rejections are now added due to new findings of pertinent prior arts. 
New ground of rejection is now prepared in addition to the rejection already 
issued previously. 



112 Rejection, 2nd 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 8-9 are rejected under 35 U.S.C. 1 12, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Claims 8-9 recites the limitation "contains an amino 

acids(claim 8)" or "contains sodium hydroxide(claim 9)" . However, there is insufficient 

antecedent basis for this limitation in the claim because claim 1 specifically limited to 
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a neutralizer selected from sodium hydroxide, potassium hydroxide, ammonium 
hydroxide, magnesium hydroxide or precursors thereof. Claim 1 uses a singular term 
where one particular neutralizer is limited to the list mentioned above, whereas the 
claims 8-9 use the plural term "contains" which open to more than possibly one 
neutralizer. Especially as to the claim 8, there is lack of antecedent basis for amino 
acids. Thus, the claims are being indefinite since the claims 8-9 implies more than one 
neutralizers being existed which can be broader than the scope defined by claim 1 . One 
would not know what the metes and bounds of the claims are. To obviate this rejection, 
replacement of the term "contains" with "is" is suggested in claim 9. For the claim 8, it is 
suggested to replace the said term with "is" and to add "an amino acid selected from the 
group consisting arginine, cysteine and thiamine" back to claim 1. 

Claim Objection 

6. Claim 1 is objected to because of the following infomialities: in lines 2-3, there is 
inadvertent typographical error was found. The phrase "from 1 to carbon atoms" has 
missing the numerical value "4" between "to" and "carbon atoms". Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102/103 
2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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3. Claims 1 . 3, 5, 9,12 and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by, or alternatively , under U.S.C. 103(a) as being unpatentable over 
Samour et al(US 5.976.566). 

Samour et al(US'566 hereinafter) teach a topical alcoholic gel 55-70% ethanol, 
isopropanol or mixture thereof, 0-2% of cellulosic thlckener(e.g. carbopol® as a 
thickening agent, see col. 9, lines 1-7), a base to adjust the pH such as sod. Hydroxide 
to neutralize the fomiulation. see col. 3, lines 40-49 and see col. 4, lines 30-35. 

As to viscosity and density of the claimed composition, US'566 teaches a specific 
viscosity in the range about from 1000 to 65000 centipose at 70 farenheit, the viscosity 
recited in preamble would have been inherently possessed by the composition taught 
by the patent because all the ingredients required by the claims are also included in the 
patented composition. One would have been readily envisaged that both patented 
composition and instant invention as claimed possess same physical properties(e.g. 
viscosity or density) because they comprises essentially same ingredients such as an 
aliphatic alcohols(C1-C4), a carbomer, and a neutralizer, absent evidence to the 
contrary. 

All the critical elements required by the instant claims are well taught in the cited 
reference and thus, the claimed subject matter is not patentably distinct over the prior 
art of the record. 

For any circumstances, same viscosity or density is not inherently possessed by 
composition taught by prior art of the record, it would have been still obvious to one of 
ordinary skill in the art at the time the Invention was made to modify viscosity or density 



Application/Control Number: 10/068,633 Page 8 

Art Unit: 1618 

to produce most stable and pharmaceutically or cosmetically appealing product and the 
technique and skills are well within skill level of the artisan having ordinary skill in the art 
and the modification are routinely practiced , and thus obvious, absent evidence to the 
contrary. See US 4970220, at col. 9, lines 30-35 , extrinsic evidence for supporting this 
examiner's statement, for example, US'220 teaches, " .... The viscosity of carious 
personal care compositions may vary widely. However, for easy dispersing and 
enhanced stability it is generally preferred to employ compositions at viscosities from 
2000 to 20,000 cps". 

Such modifications are considered to be conventional and routine which 
commonly practiced in pharmaceutical/cosmetic industry and does not render the 
claims patentably distinct over the prior art of the record. 
4. Claims 1, 3, 5, 9, 12 and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by, or alternatively, under U.S.C. 103(a) as being unpatentable over 
Mckenzie et al(US 5747021). 

Mckenzie et al(US '021, hereinafter) teach a transparent topical composition(e.g. 
gel) comprising alcohol such as isopropanol, a carbomer and sodium hydroxide(0.1%), 
see col.3, lines 5-14. Patent particularly teaches all the critical elements(i.e. 30-70% of 
isopropyl alcohol, 0.25-1 .75% of carbomer ),see claim 7. 

As to claim 12, US'021 teaches glycerin or PEG-8 for "slip" effect which is 
referring to moisturizer or emollients in the field. Thus, one would have readily 
envisaged the claimed composition from Mckenzie(US'021)' teaching 
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As mentioned earlier in Samour's(US566, immediately above), the limitations 
(e.g. viscosity, density , antimicrobial activity) are inherently met by the composition 
taught in US'021 patent because all the essential elements required by the instant 
claims are substantially same. All the critical elements required by the instant claims are 
well taught in the cited reference and thus, the claimed subject matter is not patentably 
distinct over the prior art of the record. 

In any event that the viscosity, or density is different than that of patented 
composition, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify and employ claimed viscosity or density to produce in 
order to determine most attractive, effective and stable composition for the reasons set 
forth above in 102/103 rejection, and the technique and skills are conventionally known 
in routinely practice, absent evidence to the contrary, and thus obvious. 

As to claim 3, US'021 teaches lower aliphatic alcohol and exemplifies 
isopropanol. Although it does not explicitly mention about ethanol, however, ethanol and 
isopropanol are particularly well known as functional equivalent species. The final 
product with ethanol or isopropanol (both are easily obtained at market place) is readily 
envisaged and the said substitution and such modifications are considered to be minor 
which does not render the claims patentably distinct over the prior art of the record. 
5. Claims 1 , 3, 5, 9, 12 and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by, or altematively.under U.S.C. 103(a) as being unpatentable over 
Blackman et al(US501 3545) or (US509871 7), individually. 
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US'545 teaches aqueous gel composition comrpsing 60-90 % ethyl alcohol, 0.1- 
3% of carbopols and 0.2-5% of a neutralizing agent such as sodium hydroxide or 
potassium hydroxide, see abstract and col. 3, lines 16-45. See abstract and col. 2(lines 
15-48)of US717. 

For the same reasons set forth above, the claims are properly included in this 
rejection. 

6. Claims 1 , 3, 5, 9, 12 and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by, or alternatively, under U.S.C. 103(a) as being unpatentable over 
Ensminger et al(US4143141). 

Examples 1-2 at col. 4-5, teaches ethyl alcohol(upto 80-99.9%), carbomer(0.1- 
2%) and sod. Hydroxide(q.s to make gel). For the same reasons above, the claims are 
properly included in this rejection. 

Claim Rejections • 35 USC § 103 

7. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samour(US'566) Mckenzie(US'021) ; Blackman et al(US5013545) or (US5098717), 
Ensminger et al(US4143141), individually in view of BF Goodrich Tech. 
DisclosureC'neutralizing carbopol...", 1998). 

The rejection is substantially same as one previously issued. Detailed rejection 
should be referred to one issued on 12/22/03. 
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Applicant's claim differs because it requires a specific neutralizer that contains an amino 
acid selected from the group consisting arginine, cysteine and thiamine. 
However, it would have been obvious to one of ordinary skill in the art at the time of the 
invention was made to substitute sodium hydroxide with arginine containing neutralizer 
because BF Goodrich teaches that sodium hydroxide is functionally equivalent to 
arginine containing neutralizer, see figure 4. Thus, one would have been motivated to 
do so, with reasonable expectation of success because it is always desirable to have 
selection option to enhance the efficiency of the manufacturing process and reduce the 
manufacturing cost due to the convenience to obtain ingredients. The techniques and 
skills required for making such substitution is conventional knowledge or well within the 
skills of ordinary artisan as evidenced by the cited references. 
Although the instant claims use the different names for the said ingredients than those 
taught in the cited references, these references are particularly pertinent and relevant 
because all the claimed species and their roles are well taught in the cited reference. 
Thus, one would have been motivated to combine these references and make the 
modification because they are drawn to same technical fields (constituted with same 
ingredients and share common utilities, and pertinent to the problem which applicant 
concerns about. MPEP 2141.01 (a). 



Conclusion 

1. No claim Is allowed. 

2. Modak et al(US6846846) is pertinent to the claimed Invention. 

3. Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vickie Kim whose telephone number is 571-272-0579. 
The examiner can normally be reached on Tuesday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley be reached on 571-272t0616. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC)^t 866-217-9197 (toll-free). 




Vickie Kim 
April 14, 2007 
Art unit 1618 



